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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has 
been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.114. Applicant's submission filed on December 20, 2007 has been entered. 

Response to Arguments 

2. Applicant's arguments filed December 20, 2007 have been fully considered but they are 
not persuasive. With respect to arguments regarding the rejection of claims 1-3 and 5 under 35 
U.S.C. 102 as anticipated by O'Riordan: Applicant argues that O'Riordan does not disclose 
collecting a biological fluid by natural flow, without a pump. To support the argument, applicant 
states that O'Riordan pumps blood bleeding from surgical cavities, not from veins, and thus one 
of ordinary skill in the art would not use the device of O'Riordan to collect biological fluid by 
natural flow and in fact blood from a surgical cavity would not flow into the collection device. 
This is not persuasive because blood from a surgical cavity is certainly capable of flowing on its 
own. Further, in response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies (i.e., 
that the biological fluid flows from a particular site or vessel such as a vein) are not recited in the 
rejected claim(s). Although the claims are interpreted in light of the specification, limitations 
from the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 
USPQ2d 1057 (Fed. Cir. 1993). Second, applicant is referred to page 3, lines 45-47, where 
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O'Riordan explicitly discloses that the instant device can be used in extracorporeal blood circuits 
and other blood collection devices wherein the suction wand 10 is replaced with a blood- 
collecting needle for receiving blood from the arterio-venous system of a patient. This 
embodiment necessarily discloses the step of collection of a bodily fluid, in this case blood, by 
natural flow through the collection needle. Thus the prior art of O'Riordan still anticipates claim 1 

Applicant further argues that the rejection of claims 1-3 and 5 under 35 U.S.C. 102 is 
improper as it is based upon teachings not found in O'Riordan. This is not persuasive as 
applicant has not referred to any explicit teachings of O'Riordan which examiner has cited but 
which applicant cannot find. Additionally, examiner has addressed all of the perceived 
deficiencies of O'Riordan as outlined by applicant, and thus the rejection is proper because all 
limitations of claims 1-3 and 5 are explicitly taught by O'Riordan. 

As to applicant's arguments that O'Riordan does not teach the step "wherein the solution 
flow rate is adjusted while collecting the biological fluid based upon the measured fluid flow rate 
to preserve a selected ratio between the collected biological fluid and/or preservation solution", 
O'Riordan teaches this step in detail on Page 4, lines 15-48. Specifically, O'Riordan discloses in 
summary in lines 47-48 that "with the above-described system, anticoagulant can be 
automatically delivered as a function of either volume of blood salvaged or the salvage rate" (i.e 
the volume of blood collected or blood collection fluid flow rate) O'Riordan further discloses on 
Page 5, lines 19-23 another embodiment of the sensor system for use with this system in which 
the instant array of optical detectors used to determine flow rate of blood is replaced by a flow 
detector in tubing segment 22 leading into reservoir 22 to monitor rate of flow in to the reservoir 
of either blood or anticoagulant. The monitored rate of flow from the flow detector is used with a 
clock for detecting time interval of flow of either blood or anticoagulant, and this arrangement is 
used to determine the flow of anticoagulant to be infused into the reservoir in accordance with 
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the system disclosed by O'Riordan on page 3, lines 15-47. Hence O'Riordan also meets this 
limitation of claim 1. 

Applicants' arguments with regard to dependent claim 4 as rejected under 35 U.S.C. 103 
as unpatentable over O'Riordan have been fully considered but are not persuasive as 
Applicants' arguments depend entirely on Applicants' arguments regarding the rejection of claim 
1, which have been addressed supra. 

With respect to arguments regarding the provisional double patenting rejection of claims 
1-5: Applicant argues that the claims of the copending application (specifically, independent 
claim 15) recite the step of collecting measuring a volume of fluid collected whereas the instant 
claims recite the step of measuring fluid flow rate and thus claim 15 of the copending application 
11/196,706 is not an obvious variant of claim 1 of the instant application. This is not persuasive 
because the step of measuring fluid flow rate as recited in claim 1 of the instant application 
necessarily involves the steps of measuring volume of biological fluid collected (as recited in 
claim 15 of the copending application) and measuring time elapsed from the beginning of flow of 
fluid into the claimed reservoir until the time at which flow of fluid into the reservoir ceases. The 
method of the copending application is perfectly capable of including the step of measuring time 
elapsed during flow of fluid into the reservoir, because one of ordinary skill in the art can easily 
look at a watch or clock to determine time elapsed. Thus claim 15 is an obvious variation of 
claim 1 of the instant application and the double patenting rejection of claims 1-5 is maintained 
herein. 

Oath/Declaration 

3. The declaration filed December 19, 2007 has been reviewed and is accepted. The 
objection to the oath has been withdrawn. 
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Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. Claims 1-3 and 5 are rejected under 35 U.S.C. 102(b) as being anticipated by O'Riordan 
et al (EP 583,148 A2). 

With respect to claim 1 : O'Riordan teaches a method of collecting a biological fluid comprising: 
collecting a biological fluid by natural flow via a needle (Page 3, lines 45-47) and without a 
pump, since the suction wand of the alternate embodiment of blood collecting means taught by 
O'Riordan is not used. The instant method also comprises the steps of measuring a fluid flow 
rate of the biological fluid via flow detector 22 (Page 5, lines 19-21), and pumping anticoagulant 
and/or preservation solution to the collected biological fluid at a solution flow rate. (Page 3, lines 
54,55) The solution flow rate is adjusted while collecting the biological fluid based upon the 
measured fluid flow rate to preserve a selected ratio between the collected biological fluid and 
the anticoagulant and/or preservation solution. (Page 3, lines 54, 55; Page 4, lines 15-48, Page 

5, lines 19-23) Specifically, O'Riordan discloses in lines 47-48 that "with the above-described 
system, anticoagulant can be automatically delivered as a function of either volume of blood 
salvaged or the salvage rate" (i.e the volume of blood collected or blood collection fluid flow 
rate). O'Riordan further discloses another embodiment of the sensor system on Page 5, lines 
19-23, for use with this system. In this embodiment, the instant array of optical detectors 32 
described on page 4 used to determine flow rate of blood is replaced by a flow detector in tubing 
segment 22 leading into reservoir 16 to monitor rate of flow in to the reservoir of either blood or 
anticoagulant. The monitored rate of flow from the flow detector is used with a clock for 
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detecting time interval of flow of either blood or anticoagulant, and this arrangement is used to 
determine the flow of anticoagulant to be infused into the reservoir in accordance with the 
system disclosed by O'Riordan on page 3, lines 15-47. 

With respect to claim 2: The method taught by O'Riordan further comprises the steps of 
collecting the biological fluid in a collection bag 16 (Fig. 4, Page 4, lines 53-55) and pumping the 
anticoagulant and/or preservation solution to the collection bag 16 (Page 4, lines 53-55). The 
solution flow rate is adjusted while collecting the biological fluid based upon the measured fluid 
flow rate Qb to preserve a selected ratio in the collection bag 16 between the collected 
biological fluid and the anticoagulant and/or preservation solution. (Page 4, lines 15-33) 

With respect to claim 3: The biological fluid taught by O'Riordan comprises blood. (Abstract) 

With respect to claim 5: The method taught by O'Riordan comprises a step of pumping 
anticoagulant, wherein the act of pumping comprises pumping using a peristaltic pump 42 
having a variable rotation speed, inasmuch as the minimum pump speed can be set and the 
operation of the pump is controlled to ensure maintenance of the desired flow rate of 
anticoagulant. (Page 3, lines 54, 55; Page 5, lines 4,5) The method also comprises adjusting the 
variable rotation speed to obtain the appropriate solution flow rate. (Page 3, lines 54,55; Page 5, 
lines 4,5) 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 
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5. Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over O'Riordan et al 
('148). 



With respect to claim 4: The method taught by O'Riordan comprises a step of measuring a fluid 
flow rate Qb, wherein measuring a fluid flow rate of the biological fluid comprises calculating the 
variation in volume of the fluid collected, wherein such volume has an associated weight directly 
correlated to said volume by the density of the biological fluid. O'Riordan does not teach that 
measuring a fluid flow rate of the biological fluid comprises calculating the variation in weight of 
the fluid collected. However, the data accumulated by performing the step of measuring the 
variation in volume can easily be used by one of ordinary skill in the art to calculate variation in 
weight by multiplying the variations in volume by the density of the fluid (know because the fluid 
is blood) and multiplying the resulting mass variation by the gravitational constant to produce 
the associated weight variations. Therefore, it would be obvious to one of ordinary skill in the art 
to modify the method taught by O'Riordan such that the step of measuring fluid flow rate Qb 
further comprises the step of calculating the variation in weight of fluid collected with a 
reasonable expectation of success to monitor the amount of fluid collected to determine when a 
sufficient amount of blood has been collected and the process can be stopped. 



Double Patenting 

6. The provisional nonstatutory double patenting rejection made in the previous Office 
action mailed May 7, 2007 is maintained herein. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to MELANIE J. HAND whose telephone number is (571)272-6464. The 
examiner can normally be reached on Mon-Thurs 8:00-5:30, alternate Fridays 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 1 15. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Melanie J Hand/ 
Examiner, Art Unit 3761 



